
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PESTICIDES AND TOXIC SUBSTANCES 

PR Notice 84-4 

OOI'ICE ro REX.USTRANTS OF PESTICIDES, APPLICANTS FOR PESTICIDE 
REX.;ISTRATICN, MANUFACl'URERS AND FOMJLAlORS OF PESTICIDES 

ATrENI'IOO: Persons responsible for Federal Registration of Pesticides 

Subject: Revised Procedures for Data Support Requirements 
under FIFRA 

'lhis notice anna.mces revised procedures whereby applicants for 
pesticide registration, amended registration and reregistration may 
catply with the data support requirements of the Federal Insecticide, 
FUngicide and a:xienticide Act, 7 u.s.c. 136 ~ ~· (FIFRA). Recent 
coort decisions enable the Agency to pennit appl1cants once again to use 

~. citation of data with offer to pay as an acceptable means of catplying 
with FIFRA sec. 3(c)(l)(D). 

'l1le re.ised procedures described in this notice may be used by 
applicants as of November 6, 1984. 'Ibis notice supersedes PR Notice 
83-4 and 83-4A, which are :revoked effective November 6, 1984. 'Ihese 
interim procedures will be in effect until final regulations published 
in the Federal Register of August 1, 1984 (49 FR 30884), became effective. 

In qrder to obtain a pesticide registration (and, in sane cases, 
an amendment to a registration, an applicant is required by FIFRA sec. 
3(c) (1) (D) to sutmit or cite data which the Agency may consider in support 
of the application. PIFRA sec. 3(c) (1) (D) states that the application 
:nalSt contain •a full description of the tests made and the results thereof 
• • • or alternatively a citation to data that appears in the public 
literature or that previoosly had been sul:Di.tted to the Administrator •• • 
section 3(c) (1) (D) also inposes certain limitations on an applicant's 
right to cite, withrut pennission, data which have been sutmitted by 
others. 

• 
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Since the passage of the present FIFRA in 1978, EPA has 'implemented 
section 3(c)(l)(D) through procedures that reflect the various statutory 
requirements. But because the statutory provisions and EPA's implementation 
of them have been the subject of extensive litigation, the procedures 
have also reflected requirements ~ed by judicial decisions. For a 
complete discussion of the history of EPA's implementation of FIFRA sec. 
3(c) (1) (D), see the introduction to Pesticide Registration (PR) Notice 
83-4 and the preamble to the Final Rule Establishing Application Procedures 
to Ensure Protection of Data SUDni.tters' Rights, 49 FR 30884 (August 1, 
1984). 

Since June 30, 1983, registration applications have been sutmitted 
and evaluated under the procedures set forth in PR Notice 83-4 and 83-4A. 
Those procedures provided a means whereby applicants could fulfill the 
requirements of section 3 (c) ( 1) (D) under the terms of federal district 
court injunctions which prohibited EPA fran approving any applications 
which cited data in support of the application without the permission of 
the original data sul:mitter. Those injunctions were inp:lsed by district 
coorts in blsanto v. h::tivinistrator I EPA, 564 F. SUpp. 552 

· .-(E.o. Mo., 1983) am union ide, eta!. v. Ruckelshaus, 571 F. suw. 
117 (S.D.N.Y., 1983). EPA appealed &>th decis1ons to the United States 
SUpreme Coort, am the Supreme Crurt vacated both injunctions in mid-1984. 
In Monsanto, the Court issued an opinion upholding the constitutionality 
of sect1on 3 (c) ( 1 )(D) and overturning the district court's holding that 
the provision worked a taking of prqlerty wi thoot just carp3nsation. 
With respect to a separate holding that the maooatory binding arbitration 
provision of section 3(c) (1) (D) was unconstitutional for lack of sufficient 
provision for judicial review of arbitration decisions, the Supreme Coort 
held that Monsanto's challenge was not ripe for litigation in the courts. 

'lhe Union carbide injunction also was based on a holding that FIFRA 
provided 1nsuff1cient judicial review of arbitration decisions. 'ttle 
Supreme Coort vacated that injunction and remanded it to the district 
court for consideration in light of Monsanto. However, the district 
court reimposed its injunction in August 1984, and EPA again appealed to 

. the SUprene Court, and asked the Coort to stay the injunction pending 
carpletion of the appeal process. On October 9, 1984, the Supreme Coort 
$tayed th~ j\.ldgnent of the district coort. Consequently, the statutory 
provisionS--which authorize registration applicants to cite previously 
sutmi.tted data withoot permission of the original data subnitter--are no 
1<nJer enjoined by any court. 

' 

PR Notice 83-4 stated clearly that the interim procedures it contained 
were adopted to respond to court rulings and were to remain in effect 
until final, effective rules are available to govern CCJrpliance with 
FIFRA sec. 3(c) (1) (D). 

In its I'l¥)tion to the Supreme Ccurt for a stay of the Union Carbide 
judgnent, EPA stated: 

/ 
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EPA recently promulgated a final rule providing 
procedures for bnplementing the data licensing and data 
carpensation provisions of Section 3(c )(1 ).(D). 49 Fed. 
Reg. 30884-30908 (August 1, 1984). That rule becomes 
effective upon campletion of the 60-day statutory congres­
sional review period. 7 u.s.c. 136w(a)(4). During the . 
pendency of the rot:>nsanto injunction, EPA bnplemented the 
data requirements aspects of registration through inter~ 
procedures under which applicants coold establish that 
they had pennission to cite any previrusly subni.tted data 
on which they rely. Pesticide Registration Notice 83-4 
(and 83-4A). See 48 Fed. Reg. 32012 (July 13, 1983). 
If the injunction is stayed, EPA will inmediately nr:xli.fy 
those interim procedures to pennit applicants to establish 
either that they have pennission to cite previrusly sutmitted 
data or that they have nade a proper offer to pay for data 
carpensation under section 3(c)(l)(D). Accordingly, EPA 
will promptly bnplement the enjoined provision if the stay 
is granted. 

'This ootice replaces PR Notice 83-4 and 83-4A and sbnply m:xiifies 
the interim procedures in those notices to reflect the SUpreme Coort' s 
actions vacating or staying the injunctions which had prevented iq>lementation 
of the data-licensing provisions of section 3(c)(l)(D). These revised 
interim procedures, like PR 83-4, have been adopted to penni t continued 
registration of pesticides pending the carpletion of rulemaking using the 
external review procedures required by FIFRA and the Administrative 
Procedure Act. 'lhat rulemaking process is nCM near ca~pletion, requiring 
only the CCJII)letion of the statutory 6Q-day C0t9ressional review period 
follCMing praallgation. '1he rule, therefore, should be effective no 
later than March or April 1985. 

Specifically, this notice repeats all of the elements of the inter~ 
procedures established in PR Notice 83-4 and 83-4A and supplements those 
elements with the procedures necessary to provide applicants with the means 
to cite previrusly subni.tted data withrut pennission so long as they 
oamply with the lwtations and requirements of FIFRA sec. 3(c)(l)(D) • 
. (sane reot;'ganization has been done for purposes of clarity. ) 

This portion of this Notice contains nine sections. Section I 
describes the applications to which the revised procedures apply. 
section II describes the responsibilities of an applicant who relies on 
the Selective Method to satisfy the Agency's data requirements for 
registration. Section III describes the responsibilities of an applicant 
who relies on the Cite-All Method to satisfy data requirements. section 
IV details the rights and obligations of data submitters under these 
procedures, and section V explains hCM the Agency will review applications 
relying on these procedures. Section VI states how the Agency will handle 
challenges alleging non-cal1?liance with these procedures. Section VII 
makes it clear that EPA's risk/benefit decisions are independent of data 

• 
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support considerations. Section VIII explains how this notice affects 
pendiBJ applications. Section IX identifies persons to contact for 
further information. 

In order to canply with the FIFRA sec. 3(c) (l)(D) requirements regardiBJ 
data in support of applications for registration, an applicant may use 
the Selective Method or the Cite-All Method of data support, as described 
in these procedures. 

An applicant who uses the Selective Method nust sutmit a list of 
data requirements applicable to his product (see Section II.A. of this 
notice). He also nust satisfy each data requirement (see Section II.B. 
of this notice) by (1) sutmitting (or citing) his own valid data, 
(2) citiBJ valid data previrusly sutmitted to EPA by another, with the 
original submitter's permission or with a certification that a proper 
offer to pay compensation has been tendered to the original sutmitter, 
or ( 3) docultenting that no data have previrusly been sutmitted which 
WOJld neet the specific data requirement (Option 3 is not available in 
certain cases; see Section III.B.3. of this notice). An applicant may 

- ··select a canbination of these methods to fulfill the range of data require­
ments applicable to his product. Section II.C. of this notice· describes 
an additional procedure. by which an applicant may learn whether sutmitters 
of exclusive use data have provided data relevant to the applicant's 
product. 

An applicant who uses the Cite-All Method may sutmit infonnation shcMiBJ 
that he has the written permission to rely on the data of all previous 
submitters of data concerning the product or its active ingredients or 
that he has tendered proper offers to pay c:atpensation to all previous 
sutmi tters of such relevant data who have not provided such permission. 
'Ihe procedures for the Cite-All Method are described in Section III of 
this notice. 

I. Applications to Which these Procedures Apply 

These procedures apply to all applications for registration, 
reregistration, or aneOOed registration which are subject to the section 

11 3(c) (1) (D)' requirement to sul:mit or cite data in support of such appli­
cations. EPA has previously described, in 40 CFR 162.9-1 (1983 edition), 
those types of applications which do not require canpliance with the 
data support requirements. Although contained in regulations which are 

·· no longer in effect, that listing properly identifies the types of appli­
cations to which these interim procedures do not apply, and are repeated 
below. (See also 49 FR 30891-92 and 30903-04 (Aug. 1, 1984). 

Applications which seek only one or llDre of the followiBJ types of 
anertdnl:!nts to existing registrations are not covered by these procedures, 
unless the Admdnistrator or his designee finds that Agency consideration 
of scientific data would be necessary in order to approve the amendment 
under FIFRA sec. 3(c)(S): 
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( 1) An increase or decrease in the percentage in the product of 
one or IlDre of its active ingredients or deliberately-added inert ingredients: 

(2) A revision of the identity or amount of ~urities present in 
the product: 

(3) The addition or deletion of one or IlDre deliberately-added 
inert ingredients: 

(4) The deletion of one or IlDre active ingredients~ 

(5) A change in the source of supply of one or roore of the active 
ingredients used in the product, if the new source of the active ingredient 
is a product which is registered under FIFRA section 3~ 

(6) Deletion of approved uses or claims~ 

(7) Redesign of the label fomat involving no substantive changes, 
• ··express or inplied, in the directions for use, claims, representations, 

or precautiooary statementsJ 

( 8) Change in the product nane or addition of an additional brand 
name, if no additional claims, representations, or uses are expressed or 
implied by the change; , 

(9) Clarification of directions for use~ 

( 10) Correction of ·typographical errors; 

( 11) Changes in the registrant's name or address J 

(12) Adding or deleting supplemental registrants~ 

(13) Changes in the package or container size; 

(14) Cllanges in warranty, warranty disclainer, or liability limitation 
statements, or addition to or deletion of such statements~ 
. I 

(15) •Splitting• a label for the sole purpose of facilitating the 
marketing of a product in different geographic regions with appropriate 
labels, where each amended label will contain previously-approved use 
instructions (and related label statements) appropriate to a partirular 
geographic region~ 

(16) Arri other type of amendment, if the .Administrator or his designee 
detennines, by written finding, that Agency consideration of scientific 
data wo.1ld not be necessary in order to approve the amendnent under 
FIFRA section 3 (c) ( 5) ~ and 

• 
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(17) Ccrnpliance with Agency regulations, adjudicatory hearing decisions, 
notices, or other Agency announcements that unless the registration is 
amended in the manner the Agency pr~es, the product's registration 
will be cancelled or suspended under FIFRA sec. 6. (However, this paragraph 
does not apply to amel'ldnents designed to avoid cancellation or suspension 
threatened under FIFRA sec. 3(c) (2) (B) or because of failure to submit 
data.) 

II. '!he selective Method. 

A. Applicant's List of Data Raguirements. 

Each applicant who uses the selective Method IliJSt sutmit with his 
application a list of the data requirements which he believes are applicable 
to the product he seeks to register. Where a Registration Standard has 
been issued for an active ingredient contained in the product, the applicable 
requirements for that active ingredient are listed in the Standard. If 
.~ such Registration Standard has been issued, the list ItllSt be based on 

·the Agency's regulations in 40 CFR Part 158, •nata Requirements for Regis­
tration,• pram.llgated on July 23, 1984. these regulations were published in 
the Federal Register on October 24, 1984 { 49 FR 42856) , and were subni tted 
to Ccxlgress for the statutory 60-day review period. 'lhe method for 
dete~ning the data requirements for registration is described in 
SS 158. 50 and 158 .100 (b) • {Applicants seeking to register end use products 

~ should note that the •formulator's exemption• in FIFRA sec. 3{c)(2)(D) 
may eliminate many data requirements-that would otherwise apply. see 
paragraph II.A.2.) 

1. Data requirements for registraticin. 'When referring to the 
data requirements inp)sed pursuant to a Registration Standard, the applicant 
should list the requirements as they are set forth in the Standard. 
Infotmation aboot any changes in those requirements which may have followed 
issuance of the Standard may be obtained fran the Product Manager in the 
Registration Division. 

Wlen referring to 40 CFR Part 158, the applicant shculd select the 
general use pattern{s) (e.g. indoor use, terrestrial non-crcp use, aquatic 

:~. crcp use) which best covers the use patterns specified in the proposed 
labeling of the pesticide product. 'lhe nine general use patterns on 
which DDSt data requirements are based appear as the headings in the 

• tables of data requirements contained in SS 158.120 through 158.165. 
While it will usually be easy to determine which general use pattern(s) 
would be :roost apprc:priate, an applicant may refer to Appendix A of Part 
158 for further guidance. Appendix A contains a list of several hundred 
specific use patterns and the corresponding general use pattern for 
each. 

The applicant shculd next determine which specific types of studies 
are required for each of the general use patterns of his product, by 
referring to each of the tables of data requirements (~, S 158 .120, 
which contains product chemistry data requirements, and S 158.155, which 
contains nontarget insect data requirements) • '!he tables indicate for 
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each type of study and general use pattern whether data are usually 
required, indicated by [R] or R; conditionally required, indicated by 
[CR] or CR; or not usually required, indicated by a dash (-). '!be 
footnotes accompanying each table identify the specific circumstances 
under which each type of study is required. It is important to read the 
footnotes for each table. 

Because of the "tiered" testing requirements of Part 158, an applicant 
may be unable to determine the applicability of sate data requirements 
because imposition of the requirement depends on the results of other 
studies which are not knCMil to him. In this case, the applicant may 
either assume that the data requirement applies to his product, or he 
may determine whether the requirement has been inposed on another registrant 
and therefore wo.Ild be i.np:>sed on his product. To do the latter, the 
applicant would use the procedure for determining whether a data gap 
exists (see section II.B.3.). If the data have been sutmitted previoosly 
by any registrant, the hJency will prestnne that the data requirement 
applies to the applicant's product. If such data have not been sutmitted 
previoosly, an applicant for conditional registration will be required 

·lo sul::mi t the data if· EPA detennines that the data are needed to make an 
incremental risk finding under FIFRA sec. 3(c) (7) (B) or a no unreasonable 
adverse effects finding under FIFRA sec. 3{c)(5). 

2. '!he "folllllllator's exenption". '!be applicant should determine 
whether he is eligible for the "formulator's exemption" in sec. 3(c)(2)(D) 
of FIFRA. Under this section, an applicant for registration of an end use 
product is excused fran the normal section 3(c)(l)(D) requirement of 
sutmitting or citing data on the safety of any ingredient in the applicant's 
product which is present solely as a result of incorporation into his 
product (during fornlll.ation or packaging) of another product containing 
that ingredient which is registered under FIFRA and purchased fran 
another producer. 

An applicant who wishes to rely on the formulator's exemption must 
submit with his list of data requirements a fully completed "For.mulator's 
Exemption Statement" (Attachrrent A). In addition, the applicant 1111st 
submit or have on file with the hJency a current, complete, and accurate 
Confidential Statement of FoDII.lla (EPA Fonn 857Q-4). Under FIFRA sec. 

~· 12(a)(l)(C), a change in the soorce of the purchased active ingredient 
is unlawful unless the registrant first obtains an amendnent to his 
registration to identi~ the new source. 

3. waivers. Data required under Part 158 may be waived by EPA 
under sate c1rcumstances. '!be hJency nonnally will not require an applicant 
to satisfy a data requirement that has previoosly been waived for a 
pesticide similar to the applicant's product. TO facilitate requests 
for such waivers, EPA will make available, upon request, all lists of 
data waivers it has prepared for active ingredients. (Lists generally 
will be available for chemicals for which EPA has established Registration 
Standards - 90 such standards have been develcped to date - and for 
many new active ingredients registered since 1978. The .Agency notes, 
however, that it will not develop such lists solely for purpose of these 
procedures, and that for m::>St ingredients there are no such lists.) An 
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applicant seeking a waiver should indicate on the list of data require­
ments for his product that a requirement has previously been waived for 
a similar product, doc:unent the existence of the previous waiver, and 
briefly explain why that waiver should be extended to his product. 

~ile these interim procedures are in effect, and until final 
regulations are effective, the N;Jency will consider requests for new 
waivers only when the applicant would actually be required to generate 
data in order to obtain registration. "nlus, for exanple, an applicant 
for registration of a new use of a currently registered product may 
request that EPA waive saoe or all of the data pertaining to the new 
use. EPA does not expect to issue many waivers of this kind. 

4. Fonn of the list. Each type of data requirement on the applicant's 
list shall be identified py the description contained in the Registra-
tion Standard or in the col\.mll'ls headed •Kind of data required• in Part 
158. 'ttley should be listed in the sane order as they appear in the 
applicable Registration Standard or in Part 158. Each list of data 
requirements shall include a subheading for each group of studies listed 

·~.in a separate table of data requirements (e.g., toxicity studies, envirormsntal 
fate studies) • Finally, the list shall indicate how the applicant is 
satisfying each data requirement. 

B. Satisfying the rata Requirements. 

An applicant using the Selective Method may satisfy a data requirement 
by one or a ccmbination of the following methods: {1) sutmitting valid 
•new• data; {2l citing valid data previously sutmi.tted by the applicant1 
(3) citing valid data previcusly sutmitted by another person, with the 
original data sutmitter's pennissioo1 (4) citing valid data not entitled 
to exclusive usel/ which were previcusly sutmitted by another person, and 
sutmitting a certification that a prq>er offer to pay has been tendered 
to the original data sutmitter1 or (5) in certain cases, showing that a 
•data gap• exists. "nlese are further discussed below. 

1. suanitting new data. New data DllSt be sutmitted in the fonn of 
.iooividual studies, each study addressing a single data requirement as 
listed in the Registration Standard or Part 158, and acc:oopmied by 
the supplemental materials listed below. 

a. A title page which includes the name of the study, identi­
fication of the test substance, the author(s), the date catpleted, the 
ncme and address of the laboratory (if any) that perfonted the study, and 
any laboratory codes or identifiers. Each sutmission of new data 
IlllSt also be identified as to the sutmitter of such data, the date 
of submission, and the registration number or file symbol (if known) 
of the EPA action for which submitted. 

1/ FIFRA sec. 3(c)(l)(D)(i) specifies which data are entitled to •exclusive 
lise• protection. 
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b. If any claUn8 of confidentiality under FIFRA sec. lO(d)(l)(A), 
(B), and (C) are made, the passage(s) within the study for which 
the claim is made Itl..lSt be isolated fran the study in a confidential 
attachment. The attachment Itl..lSt have a cover Page that clearly 
indicates its confidential status under section lO(d). Further, 
the claimant Itl..lSt indicate the basis under FIFRA sec. lO(d) ('1) (A), 
(B) or (C) for the claim of confidentiality. Infonnation claimed 
confidential under FIFRA sec. lO(b) Itl..lSt be clearly identified 
within the main study but need not be isolated in a confidential 
attachment. 

c. A certification with respect to Good Lal:x>ratory Practice 
standards, neeting the requirements of 40 CFR 160.12: 

d. If the study is not in En;;Jlish, a ccrrplete and accurate 
translation of the study as well as the original language report. 

2. Citing previously-sutmitted data. Applicants should not resubni.t 
data previoosly sutmitted to the Agency. Rather, such data should be 

.. ··cited with the following infonnation: 

a. The identifying infonnation required by paragraph II.B.l.a. 
above, to the extent it is known to the applicant. 

b. When known, EPA's Master Record Identification (MRID) number: 
if the MRID nunber is not known, EPA's data catalogue accession nuumber. 

c. 'Dle original sutmitter•s identity: 

d. '1he date on which the cited data were originally sutmitted 
to EPA or its p:tedecessor agency: 

e. The regist~tion number, file symbol, experimental petmi t 
number, or petition ,~umber for which the data were originally sutrnitted: 

f. If the data being cited were originally sub.nitted by a 
person other than the applicant, either: (1) evidence that all rights 
to t.Pe data have been pe:cnanently transferred to the applicant: or 
(2) a written statenent signed by an authorized representative of 
the original data submitter giving the applicant pe~sion to 
cite the data in support of the ·application or (3) a certification 
that a proper offer to pay ccmpensation has been tendered to original 
data sutmitters who are not entitled to exclusive use protection (an 
acceptable statement for this purpose is provided as Attachment B 
to this Notice). A proper offer to pay compensation Itl..lSt offer to 
pay in accordance with FIFRA sec. 3 (c)( 1 )(D) and 3 (c)( 2 )(D) • Prcper 
offers to pay Itl..lSt be tendered directly to the apprq>riate data 
sutmitters by certified mail and to EPA through the general offer to 
pay statement set forth in Attachment B to this notice • 

• 



-lo-
3. Showing that a data gap exists. An applicant for ccinditional 

registration may wish to demonstrate that a data gap exists for a particular 
data requirenent established in 40 CFR Part 158 - i.e., that no one 
has previoosly provided such data to the Agency - and that under the 
conditional registration provisions of FIFRA sec. 3(c)(7), registration 
wa.tld be prq>er notwithstanding the data gap. (If EPA needs the data to 
perfonn an incremental risk assessment, EPA will require submission of 
the data. See FIFRA sec. 3(c) {7) (B).) If an applicant wishes to claim 
that a data gap exists, he shall certify that he has no basis for believing 
that data neeting the data requirement have been submitted by any other 
person. He shall also certify that he has provided notice by certified 
mail, return receipt requested, to every person appearing on the List of 
Pesticide Data Submitters by Olemical {the •nata Submitters List•) for 
each active ingredient in his product for which he claims a data gap 
exists2/ and that he has waited at least sixty days following the 
provisTon of any such notice. An acceptable certification statement 
is included as Attaclnnent C to this notice. 

'Ihe notice to data sutmi tters shall include: 

a. A statement that the applicant intends to apply for regis­
tration or arEnded registration of a pesticide under FIFRA sec. 
3{c) {7) using the Selective Method described in this notice, and 
that he intends to claim to be excused fran the requirenent of 
submitting certain data because of the existence of data gaps, as 
allowed by this Notice7 

-.;.: 

b. A list of the data requirements {by type of study and test 
substance) for which the applicant intends to claim that a data gap 
exists7 

c. A request that, within 60 days of receipt, the data submitter 
identify, in the manner specified in this Notice, each valid study 
that the data submitter has previoosly submitted to EPA {or to its 
predecessors) and that wa.lld satisfy any of the requirements the 
applicant has listed. 

If ~ Agency issues a registration on the assurrption that a data 
~ gap exists for a particular data requii'Eitent, and if it is subsequently 

detennined that valid data had been sui:Di tted concemiiYJ that requirenent 
of which the applicant had been notified in a timely manner, the procedures 
specified in section VI. shall apply to such registration. 

2/ In the event that the notice cannot be delivered to a data submitter, 
the applicant must describe the efforts which were made to provide notice • 

• 
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C. Notice to Exclusive Use Data Sul:Jnitters. 

An applicant may send a certified letter, return receipt requested, 
to submitters of exclusive use data pertaining to ari ingredient in the 
applicant's product notifying them that the applicant seeks to register 
a pesticide intended for specified uses and containing specific active 
ingredients on which the submitters have previously submitted data. A 
recipient of such a letter shall have 60 days in which to transmit to 
the applicant a list of the data which the data submitter believes are 
required for such a product. In addition, a data submitter may choose 
to send a copy of this list to EPA. 

If a data submitter fails to make a tLmely response to the applicant, 
the data submitter will be presumed to have waived certain of his rights 
to challenge registration of the applicant's product. Specifically, 
where a list of data requirements is requested by the applicant, the 
data submitter may not challenge the applicant's failure to list a require­
ment that was not contained on the responsive list of data requirements 
prepared for the applicant's product by the data submitter until after 

• ~the application has been approved. 'Ibis section does not limit a data 
sutmitter's right to challeD;;Je a registration action after the Agency 
has issued the registration. 

'ttle presllltPtion that the data submitter has waived his rights to 
challenge a registration prior to its issuance may be overcame by a 

. .--- showing that there was good cause for the data submitter's failure to 
respond in a ti.Dely manner and that -the data submitter responded as 
prarptly as possible under the circumstances. 

' 

III. '1tle Cite-All Method. 

As an alternative to the selective Method in Section II, an applicant 
may satisfy the Agency • s data requirements by providing infonnation 
showing that he has chosen to rely on all data relevant to his product 
which have previously been submitted to EPA. Applicants using this 
method who are eligible for the formulator's exemption should first 
CQII)ly wit;h the procedures described in II.A.2. above. In order to use 
the Cite-all Method of fulfilling the data requirements, the appli-
cant IUJSt: 

(A) Provide a letter, or other appr:q>riate documentation, signed 
by an authorized representative of each prior data submitter giving the 
applicant the right to cite any relevant data that the data submitter 
has provided to EPAJ or · 

(B) Provide a certification that he has made a pr:q>er offer to pay 
to all prior data submitters fran whan he has not obtained and submitted 
proof of penmission to cite any applicable previously submitted data. 
Wlere data are entitled to exclusive use protection, evidence of pennission 
to cite the data is required. 
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An acceptable certification that offers to pay have been tendered 
is provided in Attaclment B. 'file applicant Im.lSt obtain pennission fran 
or make offers to pay to everyone appearing on the Agency's most recent 
list of the Data Submitters List and any other person identified by EPA 
as a prior submitter of relevant data. 

IV. Rights And Obligations Of Data SUl:Jnitters. 

A. Responding to "Data Gap" letters. 

As explained in section II.B.3, applicants using 40 CFR Part 158 to 
identify data requirements are required to contact all original data 
submitters if they wish to claUn that a data gap exists. Data submitters 
are not required to respond to these notices. However, if a data submitter 
fails to respond within 60 days, he may have waived his right to contest 
an applicant's claUn that a data gap exists. '!he Agency will presume 
that no data satisfying a particular requirement exist if the applicant 
certifies in his application that: 

1. He has furnished notice as described in paragraph II.B.3. of 
this Notice identifying the alleged data gapr and 

2. No data submitter has infonE<i the applicant in writing within 
60 days that he has subnitted valid data satisfying the requirenent. 

'!his pres'lll1?tion may be overcane only if the data sul:mi tter shows 
good cause for the failure to provide ti.uely notice to the applicant 
and acts prarptly to provide such notice once it becaoes possible. A 
data submitter cannot overcane this pres'UD{)tion merely by providing 
notice to EPA (rut not to the applicant) that data satisfying a particular 
data requirement have previoosly been subnitted to EPA. 

Under the Selective Method, an applicant may cite another person's 
data only if the applicant has obtained the original data submitter's 
pennission or has made a prq;>er offer to pay carpensation to the original 
data submitter for data not entitled to exclusive use protection. '!he 
data sutxtq.tter is not required to give his pennission and does not do so 
merely by 'responding to a "data gap• letter. Nor does a "data gap• 
letter constitute a proper offer to pay compensation unless it is accom­
panied by the tender of a proper offer. 

B. SUpplYing Lists of Data Reg\lirenents and sutmitted Data. 

A data submitter may supply to the Agency a list of what he believes 
to be the data requirements for a particular kind of product. A data 
submitter may also supply to the Agency a list of applicable, valid data 
that he has submitted on any particular active ingredient. Any such 
list shall be made available to the public on request, to the extent 
pennitted by law. As described in sections V.A. and B. of this notice, 
EPA will review such submissions by original data submitters in determining 
whether applicants have ccnplied with this notice. 
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C. Notification for Applications Involving •Exclusive Use• Data. 

If a product acceptable for registration contains an active ingredient 
for which data subject to exclusive-use protection nave been submitted 
to the Agency, the Agency will notify all persons who have submitted 
data on that ingredient of the proposed action. Specifically,- thirty 
days prior to approval of such an application, EPA will notify the applicant 
and original data submitters of the proposed registration and of the 
Agency's decision on any points as to which there was a disparity between 
the application materials and any lists of data or data requirements 
provided by the original data submitters.3/ 

V. h;Jency Review Of Applications. 

A. Applications Relying on the Selective Method. 

EPA will review applications relying on the Selective Method to 
detennine whether the applicant has listed all data requirements applicable 

• ··to his product; the applicant has satisfied each data requirement by 
using one of the methods listed in section II.B.; the •new• data sutmitted 
by the applicant are valid; the applicant generated, has all relevant 
rights to, has permission to rely on, or has made a prq;>er offer to pay 
compensation for all data submitted or cited. 

1. Review Of An Applicant's Data Reql.lirements List. EPA will 
review the list of data requirements- sutmitted by an applicant to detennine 
whether all applicable requirements. have been identified. 'Where a data 
submitter has supplied a list of requirements to EPA, the .Agency will 
c:cnpare this list with the applicant's list of data requirements. In 
addition, in case of conflict between applicants and previous data submitters 
which cannot be resolved by other means, EPA may review the studies in 
its files to determine whether the data would lead to the i.nposition of 
any additional conditional data requirements not listed by the applicant. 

3/ In response to concerns expressed by sate fiz:ms about the meaning of 
statutory provisions governing consideration of previously sutmi tted -
data, during the period in which this Notice is in effect EPA will, at 
the request of any applicant for registration of a product containing 
any active ingredient on which another person has previoosly submitted 
data entitled to exclusive use protection under sec. 3(c)(l)(D)(i), or at 
the request of any such previoos data submitter, voluntarily attenpt 
to evaluate the risks, benefits, and registrability of the applicant's 
product based solely upon the data submitted or cited with the application. 
The Agency's conclusions about the registrability of such a product on 
that basis will be made available to the applicant and the original data 
subrndtter as part of the 30-day notice set forth in this paragraph IV.C. 
The actual registration decision for any such product will be based on 
the procedures described in this notice for all products • 

.. 
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If the Agency concludes that an applicant has failed to'list an 
applicable data requirement, the Agency will refuse to register the 
product and will promptly notify the applicant of its determination. 
nte qncy notes, hONever, that approval of a registration does not 
represent a waiver of any applicable data requirement not listed qy the 
applicant. 

2. Review of an Applicant's Data SUl::missions. As noted in section 
II.B., applicants should sutmit only those data which have not previoosly 
been provided to the Agency. EPA will conduct an independent scientific 
review of all major tests which are being supplied to the Agency for the 
first t:i.me to detennine whether they are valid (i.e., whether they supply 
scientifically useful infonnation), and whether they fulfill an Agency 
data requirement (i.e., whether the data provide sufficient infonnation 
to penni. t EPA to adequately assess a particular property of the pesticide 
on which data are required, such as its teratogenicity or persistence). 

'ttle Agency will not necessarily review data sutmitted or cited by 
the applicant which have previoosly been sutmitted to the Aqency, and 

... ~approval of a registration does not constitute a finding by the Agency 
that such studies are valid. If, however, the Agency detennines that 
data sutmitted or cited by an applicant are not valid or do not fulfill 
the requirements for which they were sutmitted or cited, the Agency will 
refuse to register the product and will promptly notify the applicant of 
its conclusion. 

In addition, where a data sutmitter supplies a list of data that he 
has sutmitted to the Agency, EPA will atterrpt to ensure that the applicant 
is not relying on such data withoot either having obtained per:mission or 
having sutmitted a proper offer to pay in connection with the pending 
application, and has not inproperly claimed a data gap to exist. 

B. :Review of Applications Usirg the Cite-All Method. 

EPA will review applications using the Cite-All Method to detennine 
whether an applicant has sutmi tted the apptq>riate proof of penni.ssion 
.to cite aw data as to which he claims penni.ssion has been granted and 
any data entitled to exclusive use protection. EPA will also determine 
whether an applicant has sutmitted an apprcpriate certification that 
prc.per offers to pay have been sutmitted to all sul:mitters of relevant 
data who have not granted permission to the applicant to cite data 
which they have sul:mitted. 
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C. Public Availability of Registration Application Materials. 

The Agency will rely on data submitters to monitor compliance with 
the procedures and requirE!!riJants for registration. In this regard, the 
Agency will periodically make available to the public a list of applications 
which have been approved, including: 

1. The registrant's name and address~ 

2. The product's name and registration number~ 

3. The date of registration~ 

4. The active ingredient(s) in the product~ and 

s. The nethod of support used. 

on request, following approval of an application using the Selective 
Method of data support, the Agency will make available, to the extent 

.... legally pennitted, an applicant's list of data requirenents and list of 
submissions purporting to satisfy each data requirenent. Similarly, on 
request and following approval of an application using the cite all 
nethod of data support, the Agency will make available, to the extent 
legally pennitted, the certifications and other documents submitted to 
dem::>nstrate canpliance with these pJ:'Ocedures. 

VI. Challenges to Registration Actions Based on 'lhese Procedures. 

Any data submitter who is adversely affected by the issuance of a 
registration on the gra.md that the application (or EPA's approval of 
it) failed to carq;>ly with Section I throogh V this Notice may file a 
written petition with the Pqency requesting that EPA cancel the regis­
tration of the product. The petition should state that the petitioner 
has previously submitted to EPA data which would fulfill each data require­
nent the petitioner claims the applicant has failed to satisfy. The 
petition shculd also describe the manner in which the applicant has 
failed to , satisfy the data requirenents for the product. 'l1le grounds 
for such a petition cculd include: 

(A) The applicant has failed to list a data requirement applicable 
to his product, or to satisfy all applicable data requirenents~ 

(B) The applicant has submitted or cited a study that is not valid 
or that does not fulfill the data requirenent in connection with which 
it was submitted or cited~ 

(C) The applicant has failed to comply with the procedures for 
showing that a data gap exists, or has improperly represented that a 
data gap exists~ 

• 

/ 
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(D) 'nle applicant has failed to canply with the procedUres for 
demonstrating that he either has permission to cite or has made a proper 
offer to pay compensation where he has cited a study which is not his 
own; 

(E) 'nle applicant has cited withoot permission data which are 
entitled to exclusive use protection under FIFRA sec. 3(c) (l)(D)(ih or 

(F) The applicant has sul:Jni.tted any false certification or statenent 
to the .hJency. 

EPA will furnish a copy of the petition to the registrant in question. 
'nle .Agency will consider written cxmnents responding to the petition 
sui:Dli.tted within 60 days after the date on which the petition is received 
Pv the registrant. 

EPA will review petitions and any cxmnents on them to determine 
whether they present a substantial basis for arguing that the registration 
of a pesticide shoold be cancelled. If EPA detennines that a petition 

.... is withoot merit, it will deny the petition. If, on the other hand, the 
.hJency concludes that a petitioner has shown a possible violation of the 
registration procedures and that such a violation may have deprived the 
petitioner of legal rights involving previoosly suDnitted data, EPA will 
issue either a Notice of Intent to cancel Registration under FIFRA sec. 
6 (b)( 1) or a Notice of Intent to Hold a Hearing under FIFRA sec. 6 (b)( 2) • 4/ 

'nle purpose of such a hearing will be to detennine whether the claims 
made in the petition are true, and if so, whether the registrant failed 
to satisfy the requirements of this Notice. Any such hearing will be 
conducted under the procedures described in EPA's Rules of Practice, 
40 CFR Part 164. At the conclusion of a hearing, if the .hJency detennines 
that an applicant failed to ccnply with the requirements of this Notice, 
EPA will cancel the registration which was based on that application. 

EPA notes that where a proper offer to pay has been tendered to a 
data submdtter, EPA will review a petition to cancel only after the appli­
cant and data sul:Jni.tter have availed themselves of the negotiation and 
.arbitration procedures provided for in the Act, and only upon the groonds 

:. specified. in the Act pertaining to failure to ccnply with agreements 
that have been negotiated or arbitrated. 

VII. Agency Review of Applications Under RiSk@nefit ·critsrla: 
If the .Agency detennines that the applicant has supported its 

application adequately under either the Selective or Cite-All procedures, 
the .Agency will determine whether the product meets the other standards 
for registration in FIFRA sec. 3(c)(S) or 3(c)(7). The Agency will 

/. 

4/ Prior to issuing such a Notice, EPA may inform the registrant and 
petitioner of its preliminary assessnent and allow a brief period during 
which efforts can be made to resolve the matter informally • 

• 
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perfonn as extensive a review as necessary to detennine whether the 
application neets those statutory standards, and the Agency will not 
limit its review of data solely to those studies sutmitted or cited by 
the applicant. The Agency also will detennine whether the results of 
any newly sutmi.tted tests alter any prior regulatory judgments it may 
have reached about the registrability of products such as the applicant's.5/ 
Except as provided above, EPA will issue registrations for any pesticide -
product as soon as it detennines that the product is acceptable. 

VIII. Effect on Pending Applications. 

Persons with applications for registration actions pending before 
the Agency who wish to resutmi.t or IOOdify those applications as necessary 
to take advantage of the q:>portunity to cite data pursuant to an offer 
to pay carpensation as set forth in this Notice may do so by prooptly 
notifying the appropriate Product Manager • 

• -. IX. Further Infonnation. 

If you wish additional info~tion on this Notice, please contact 
either a Product Manager in the Registration Division or Jean Frane 
at (703) 557-0592. 

Attacl'Dents ( 3) 

5/ EPA will also continue its present practice of attempting to detennine 
whether differences in test results are attributable to differences in 
catp)Sition of the substances tested and, if they are, of evaluating the 
regulatory significance of those composition differences. 



.AT1'ACHMENT A 
FORMUlATOR Is EXEMPI'ION STATE}t1ENT 

EPA File Symbol/Reg. No. ---- Product N~ 
~-----------------

Applicant's Nane and Address------------------------

As an authorized representative of the applicant for registation of the 
product identified above, I hereby certify that: 

(1) Our product is an end use product, and it contains the active 

ingredient(s): -----------------------------------

(2) Each active ingredient listed in paragraph (1) is present solely 
as the result of the incorporation into the product (during formulation or 
packaging) of another product which contains that active ingredient, which 
is registered under FIFRA sec. 3, and which is purchased by us fran another 
producer. 

( 3) Indicate by circling the apprq1riate text which paragraph 
applies--(A) or (B): 

(A) An accurate Confidential Statement of FoDll.lla for the above 
identified product is attached to this statement. '!hat foi'Itl.lla statement 
indicates, by carpany name, registration number and product name, the 
soorce of the active ingredient(s) listed in paragraph (1). 

OR 

(B) The Confidential Statement of Fornula dated on file 
.with the ~A is carplete, current and accurate and conta1.ns the infonnation 
required on the current CSF Fonn No. 857Q-4. The registered soorce(s) of 
the active ingredient(s) listed in paragraph (1) is/are listed below: 

Active IIXJreciient source: Product Name and Reg. No. 

Signature: 

Dated: 



ATl'ACHMENT B 

CERI'IFICATION WI'lli RESPECI' 'ID OFFER 'ID PAY AND GENERAL OFFER 'ID PAY 

EPA File Symbol/Reg. No.------ Date of application ------

~ of ~ct --------------------------------------------------

Applicant's Nane and Address--------:--------------

• ~I certify that, for each study listed in the list of data requirements 
under Section II.A. of PR Notice 84-4 that is ·not entitled to exclusive 
use protection: 

1. I have obtained the written pennission of the original data sutmitter 
to cite that study in support of his applicationi or 

2. I have notified in writirVJ by certified mail the ccupanies who have 
sutmitted data I have cited to support this application and have offered to: 
( 1) Pay catpensation for those data -in accordance with sections 3 (c) ( 1) (D) 
and 3(c) (2) (D) of the Federal Insecticide, Fungicide and a:xienticide Acti and 
( 2) Comence negotiations to detennine which data are subject to the carpensation 
requirement of FIFRA, and the aoomt ar:x1 tenns of c:x:upensation due, if any. 

'nle carpanies I have notified are: (Check one) 

[ ] All carpanies listed on the Pesticide Data sutmitters List for all 
active ingredients contained in my product (Cite-All nethod). 

I 

[ 1 'ttlose carpanies who have sutmitted the studies which I have cited 
(selective nethod). · 

I hereby offer and agree to pay carpensation to other parties, with 
regard to the approval of this application, to the extent required by 
section 3(c)(l) (D) and section 3(c)(2)(D) of the Federal Insecticide, 
Fungicide and IO:ienticide Act, as amended. 

Signature: ---------------­

Title: 

Date: 



L 
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A'ITACHMENT C 

CERI'IFICATIOO OF CCK>LIANCE WI'IH "DATA GAP" PROCEIXJRES 

EPA File Symbol/Reg. Number ----- Date of application -----

Narre of Product ----------------------------------------------------
Applicant's Narre and Address 

I certify that: 

1. I have notified by certified mail, return receipt requested, 
each person on the Pesticide Data SUl:mitters' List for each active ingre­
dient in this product, in accordance with the requirements of section 
II.B.3. of PR Notice 84-4; and 

2. I have waited 60 days followiiVJ such ootice; 

3. I have received no response indicating that any person has sutmdtted 
a valid study that would satisfy any of the requirements for which a data 
gap is claimed, and therefore I have no basis for believing that such 
data have been sulni. tted by any other person. 

Signature ---------------------------------

Title 

Date 

.. 


